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21 CFR Ch. I (4–1–05 Edition) § 510.301 

Subpart D—Records and Reports 

§ 510.301 Records and reports con-
cerning experience with animal 
feeds bearing or containing new 
animal drugs for which an ap-
proved medicated feed mill license 
application is in effect. 

Records and reports of clinical and 
other experience with the new animal 
drug will be maintained and reported, 
appropriately identified with the new 
animal drug application(s) to which 
they relate, to the Center for Veteri-
nary Medicine in duplicate in accord-
ance with the following: 

(a) Immediately upon receipt by the 
applicant, complete records or reports 
covering information of the following 
kinds: 

(1) Information concerning any 
mixup in the new animal drug or its la-
beling with another article. 

(2) Information concerning any bac-
teriological, or any significant chem-
ical, physical, or other change or dete-
rioration in the drug, or any failure of 
one or more distributed batches of the 
drug to meet the specifications estab-
lished for it in the new animal drug ap-
plication. 

(b) As soon as possible, and in any 
event within 15 working days of its re-
ceipt by the applicant, complete 
records or reports concerning any in-
formation of the following kinds: 

(1) Information concerning any unex-
pected side effect, injury, toxicity, or 
sensitivity reaction or any unexpected 
incidence or severity thereof associ-
ated with clinical uses, studies, inves-
tigations, or tests, whether or not de-
termined to be attributable to the new 
animal drug, except that this require-
ment shall not apply to the submission 
of information described in a written 
communication to the applicant from 
the Food and Drug Administration as 
types of information that may be sub-
mitted at other designated intervals. 
Unexpected as used in this paragraph 
refers to conditions or developments 
not previously submitted as part of the 
new animal drug application or not en-
countered during clinical trials of the 
drug, or conditions or developments oc-
curring at a rate higher than shown by 
information previously submitted as 
part of the new animal drug applica-

tion or at a rate higher than encoun-
tered during such clinical trials. 

(2) Information concerning any un-
usual failure of the new animal drug to 
exhibit its expected pharmacological 
activity. 

[40 FR 13807, Mar. 27, 1975, as amended at 54 
FR 18280, Apr. 28, 1989] 

§ 510.305 Maintenance of copies of ap-
proved medicated feed mill licenses 
to manufacture animal feed bearing 
or containing new animal drugs. 

Each applicant shall maintain in a 
single accessible location: 

(a) A copy of the approved medicated 
feed mill license (Form FDA 3448) on 
the premises of the manufacturing es-
tablishment; and 

(b) Approved labeling for each Type B 
and/or Type C feed being manufactured 
on the premises of the manufacturing 
establishment or the facility where the 
feed labels are generated. 

[64 FR 63203, Nov. 19, 1999] 

Subpart E—Requirements for 
Specific New Animal Drugs 

§ 510.410 Corticosteroids for oral, 
injectable, and ophthalmic use in 
animals; warnings and labeling re-
quirements. 

(a) The Food and Drug Administra-
tion has received reports of side effects 
associated with the oral, injectable, 
and ophthalmic use of corticosteroid 
animal drugs. The use of these drugs 
administered orally or by injection has 
resulted in premature parturition when 
administered during the last trimester 
of pregnancy. Premature parturition 
may be followed by dystocia, fetal 
death, retained placenta, and metritis. 
Additionally, corticosteroids used in 
dogs, rabbits, and rodents during preg-
nancy have produced cleft palate in off-
spring. Use in dogs has resulted in 
other congenital anomalies, including 
deformed forelegs, phocomelia, and 
anasarca. Drugs subject to this section 
are required to carry the veterinary 
prescription legend and are subject to 
the labeling requirements of § 201.105 of 
this chapter. 

(b) In view of these potentially seri-
ous side effects, the Food and Drug Ad-
ministration has concluded that the la-
beling on or within packaged 
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